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Guidance for Industry: evised Preventive ~e~~~~e~ to 
f Tra~s~issi~~ of Cre Jakob Disease (CJ 
vCJD) by Blood and 

Dear Docket Officer: 

The ~rn~ri~an Association of Blood Banks (GGBB) is the ~r~fessi~na~ society for over 8,000 
individuals inv in bIood banking and transfusion edicine and represents 

titutional members, including od cokction centers, hospital- 
transfusion services as they coileet, pro , distribute, and 
d ~Qrn~~n~nts and hernat~~~iet~~ stem s. Our members are 

r~s~~~~i~~~ for virtually all of the blwd eoketed and mure than 80 percent of tbe blood 
t~ansfus~d in this e untry. For uver 50 yea , the AABB’s highest 
maintain and enhance the safety and avail Xi@ of the nation’s b] 

crates the ~pp~~u~ity to ~~~~g~t cm this “‘D guidance fm Industry, 
e Measures to Reduce the Possible risk of T ~is~i~~ of ~~e~tzf~ldt~Ja 

IXseases (CJD) and Variant ~reutzfeldt -Jakob Disease (vC Blood and Blood products.” 
reciate the explicit statements ~~~~e~i~g e need to consider 
he blood supply. The proposed phased-in approach should be 
e these two concerns. The AABB also appreciates the extensive ba~kg~~u~ 

i~f~~~ati~~ dispassion of CJD and vGJD as it relates to the FDA’s rationale for blood donor 
deferral, It clearly ex l&s how the FDA has axrived at these decisions. 

continued ~~~it~~i~g of s~i~~ti~~ i~f~r~ati~n SE and other TSEs, 
availability of blood fur patient needs. Policy ust ~~~tinu~ to be reevaluated and 
ckly as possible whenever new i~fQr~ati~~ is 

Additional specific ~~~~g~ts will irectly from the AABB inter~rganizati~nal 
forces, the Circular of Infuriation for the Use of Blood and Blsod ~~~p~ne~ts ~~irc~~ar~, 
the U~ifur~ Donor History Qu~sti~~air~ (UDHQ). The Circular task force has 

representatives from AABB, America’s Blood Centers (ABC), and liaisons from the F 
ment err the labeling provisions of the guidance. The UD 

American Blood Resources Association (ABRA), the Armed Servi 
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rese~tativ~s of other ciplines, and liais from the Centers for 
entiun (GDCO, and will c ment on the propus 

e abovem~ntioned comments, the AABB as the following s 

tion IV A 2, recommended Donor Deferral Criteria, requires “‘you s ould i~de~ni~e~y defer 
appropriately counsel donors., . .? The AABB requests that ‘~a~~r~~riate~y counsels 

e deleted. That language does not appear in any of the 0th 
Section A. Further, on June 11) 200 X the FDA issued a final rule “ 
Bl load ~omponents~ and Blood derivatives: Donor ~oti~~ati 
aP o add additional requirements not stated in the final rule. section 6 
states, ‘“Where appr e, information about medical foltow-up and 
load centers do vo ily provide or refer donors to counseling, “a 

not be a requirement. 

recommends that the language in section V B e revised to read ‘“You sb~u~d 
immediately retrieve and quarantine for subsequent destructions all in-date blfa,cFd 
~~rn~~~~nts, except far Stl;urce Plasma and r~~~ve~e~~~~~~~ under your cantrol ~in~~ndin~ 
Whole Blood, blrrod components, and Smwce Leukocytes.) 

discusses retrieval and quarantine for Blood and Blood ~~rnp~~e~ts l~t~~d~d for 
Transfusion or Further manufacture from Donors with Five or More Years sidence in Euro 
While in-date Source Plasma is exempted from quarantine and subsequent tru~tion, recover 
plasma is not, This appears to contradict earlier statements in the guidance. Section IV C states 
that, ‘~~onsistent with this recommendation, recovered plasma collected prior to defwraf from 
donors with 5 years or more travel or residence in Europe is 
manufacturing of plasma derivatives.“’ In section IV C, the s 

ovations is ““the likely abihty of plasma fractionation processes to reduce TSE 
, and the un~~~ain effects of a deferral upon the supply of plasma.” recovered 

d be subjected to these same plasma fractionation processes and shou 
e quarantined and destroyed. Further, the stated reasons for deferring 

rations for recovered plasma is to prevent inappropriate use of blood and blood eompo~ents 
tr~s~s~o~. We agree with prohibiting further donations~ but any recovered plasma that has 

already been collected should not be required to be retrieved. 

The term Whole Blood Danor should be replaced with a broader d~~niti~n to scarify that 
ents collected by a here& and intended for tra~sf~si~~ are 

ces in the draft guidance refer to “Whole Blood and Source Plasma 
the term Whole Blood Donor is intended to inco~orat~ not only 
y blood component that is intended for transfusion purposes. 
intended for transfusion are prepared from Whole Blood. W 
lude components collected by apheresis, such as p~ate~etpheresis, red 
mapheresis if it is intended for transfusion purposes. A different 

de~~ition is needed to make this clear. 

iates the uppo~unity to ~omrn~nt on this draft 
Gregory, Director regulatory Affairs, at 9 1 O- 





A ICAN 
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Draft Guidance for Industry: Revised Preventive Measures to Reduce the Possible Risk af 
T~a~s~iss~~~ of CreutzfeI t-Jakob Disease (CJD) and Variant ~~e~tzfeldt~Jak~~ 

y Blood and Blood Products 

ear Docket Officer: 

i~t~r~rga~izati~~al Tas Force for red~s~gn~~g the 
ire (~~~~) consists of r~pres~ntat~v~s from the 

), America’s Blood Centers (ABC), American Bloo 
(ABRA), Armed Services Bfood Program Office (ASBPCY), and li 
Ad~i~ist~atiQ~ (FDA), the Centers for Disease Control and Preve 

load Services. The task force also comprises survey design experts, s~t~st~c~a~s and an ethic& 
who is rep~~se~ti~g e public. The ‘LEG-IQ task force is engaged in an extensive process to 
redesign and simplify the donor questions, 

e initial step of this project was to evaluate the eurrent suggest new war 
The new wording was tested in focus groups of experienced donors as well as ~~~-d~~~rs. 
Based on that input, add~ti~~a~ changes were made. We are currently in the process of further 
~va~uati~~, utilizing me-on-one cognitive i erviews being conducted by ~at~u~a~ Center for 

Statistics. The questions have been sted on the AABB Web site Solicit ~~p~~ frc~m 
lit aud members of e Blood collection p~~s~~~e~ will alsoi review the 

quest~~~a~~e. Based on expected feedback from all these sources, addit~~na~ changes are Iikely 
to be made- The final product wilf be submitted to the FDA for approval. 

esti~~a~re format, the 
cem. For example, one 

wed by all the questions related to the ti~e*peri~d 
a time period that would be used as a question header i 
“‘From 1980-l 996, h . . . ?” This type of format i 

ecialists on the Ta , and was proposed at the 
to redesign the donor history quest~~~aire. 

r”. Another example of 
he question would start: 



Force appreciates this unity to ~~~~ent on the draft “~u~da~~~e for ~~dus~r~, - 
tive Measures to ce the Possible Risk of Tra~s~iss~~~ ~9 ~~~~t~f~~dt~~a~~~ 

> and ~aria~t C~eutzfeldt-~~ub Disease (vC.JD) by d ~~~~d Products,** 
ast f 8 tenths, we have co;nducted focus groups to e 

y the FDA. The Task Force then modeled the 
alternative wording we a 

questions are based almost exclusively on thos 
data were nr>t available fr>r specifi 
rovided the requisite expertise fur developing new wording. The Task Force will be 
GUS groups to compare the qu~st~~~s in the guidance with p 

y the Task Force. These focus groups sessions will take plac 
ber 2Q01. However, in order to vide input pricer to Ott 

providing proposed ~~d~~cat~~ns detailed be . We expect that the d 
groups will provide additional insight, and we would request that a tim 

es based on anticipated focus group responses. 

Section IV B Reco mended Questions to ~de~t~~ Donors at ~~~reas~~d 

~~~~~ ave you or any of your load relatives had Creutzfe Disease or have 
that your family is at creased risk for Creutzfel 

: Wave any of your relatives had Creutzfe~dt-~ak~b Disease? 

~ati?~a~e: FOCUS groups indicate that ~~~pQu~d questions are not well understood. The crux of 
the question is family history or risk of CJD, and si~pl~~ed language MriIl likely elicit that 
infuriation. eliminating the part of the question that asks whether the donor has CJ 
the nu r of false positive responses that would ultimately defer the nor u~e~essari~y‘ IEf the 
donor ~~~~~~~Q~~~ CJD, they would answer %o” to this question 
ave ~~~~~~~~~ CJD, they would be extremely unlikely to 

wound most ce~ain~y be sy~pt~~at~~ and deferred on that 

uestian 2) 

~~~ Have you ever received uman pituitary-derived grov,$h f-r0 

ave you ever received growth hormone from human it~itary glands~ 

-rationale: TF pr~pQsed wQrding puts the emphasis on growth hormone and then des~rjbes t 
source in language th survey design experts suggest that donors will understands 

: Have you received a dura mater (or brain coverings graft? 



E egrets with wording. 

o identify dorm-s with geographic risk of BSE exposure: Phase IE 

Have you lived or visited in the United Kingdo 
Wales, the Isle of Man, the Channel Islands. 
0 through 1996? If so, have you spent a total 

in the anise Kingdom from 1980-f 986? 

etween f. 980 and 1996 did you spend time that 
nrted Kingdom gangland, ~~~hern Irel~d~ Scot1 

an, the Chaxmel Islands, ~ihraltar~ or the Falkland Islands)? 

: This simpli~~~ti~n was suggested by focus groups 
The structure of the proposed questiun is similar, wi 

from 6 months to 3 months. 

Question 5) 

: I-Iave you received a tr~sfusi~n of blood, plate~ets~ or 
united ~i~gd~rn between 1980 and the present? 

resale Since I. 980, have you received a transfusion of blood, platelets or 
the United kingdom? 

~at~~~al~: This question should be renumbered as Question 2) so that it i ediately 
follows the previous (Question 1) that also asks about the UK. Preliminary info 
from the NCE-IS cognitive interviews suggests that it is dif~~ult to recall the de~niti~n of 
UK unless this question directly follows the one in which UK is first defined. 



Question 4) 

: Have you visite or lived in France since ~98~? If SO, have you spent a 
total time of 5 years or more between 1980 and the presort? 

: Since 1980 have you spent time that adds up to 5 years er 

Simpli~~ati~n. The basic st~cture of this quest~un is similar to question I that 
ested with focus gruups. In order to keep the travel questions toget 

question should be renumbered as Question 3. 

uesti~~s 2 and 3) 

FDA proposal: As a current or former member of the U.S. mi~it~y~ a civilian rn~~~tary 
layee, or a dependent, have yau been stationed in Belgium, the ~etherl~ds, or 

~e~any, for 6 months or more, between 1980 and 1990? 

As a current or former mem e U.S. m~litary~ a ~~v~~ia~ military 
employee, or a dependent, have you been stationed in Spain, PO ugal, Italy, Turkey, or 
Greece for 6 months or more, between X 980 and 1996? 

TF ProQxal: Are you a current or furmer member of the U.S. 
employee, or a dependent? 

If answer is “‘yes,” : Between 1980 and X996 have yc, been stationed for 6 
months or more in a BSE risk country? 

~ati~na~~~ Simpl~~cat~~n. a) The first question serves as a Capture question and clearly 
intended audience. The second question then ide~ti~es the time frame and 

ic area of concern, and does not need to be answered if the answer to the 
first question is “no.” b) This approach wilf require the screener to provide a fist csf BSE 
~~u~tries. It will be more efficient to change such a list instead of changing the entire 
donor history list of questions each time the BSE country Iist changes. ft is also consistent 
with the FDA approach suggested for Phase If. c) Using only one time frame I980 - 
1996 is ~#~s~ste~t with the amounted military approach. While it may defer a few 
donors u~e~ess~ily, it is easier for the donor to understand and provide mere accurate 

atian, In addition, we are concerned that someone may have been stationed in one 
country, but visited or were on temporary assignment in some of the other ~~~nt~ies. A 
single time frame and a single list of countries are much easier to understand. 



onors of Whale Blsod who have additional risk of BSE 

: Have you visited or lived in Europe between 1980 and the p~~s~~t? If so, 
have you spent a totaf of 5 years or mere in BSE risk ~~~~tr~es of Europe between f ~~~ 
and the present? (Please include time spent in the UK from 1980 trough 1996.) 

~~: Since 1980 have you spent time that adds up to 5 years or more in 
BSE risk ~~u~tri~s? ~in~~udes time spent in the UK) 

donors who have been injected wi h bovine insulin 

@A proposal: Have you at any time since 1980 injected b~v~~~ (beef) i~s~~~n? 

: Since 1980 have you ever injected bovine (beef) ~~sul~~? 

ased on focus group input. St ing the qugsti~~ with a tj 
frame retains ~~nsist~n~y with the approach for other questians. 

This secti equires that whofe blood donors be asked the three Cf &fg~al questions at each 
donation. e request that potential donors who ~~a~~fy for an abbreviated ~~~sti~~~a~r~ 

as received FDA approval be required to axxswer only question 1. Question 2, 
ituitary growth hormone, is not necessary because human pituitary growth 
r available. Once the donm has answered this question ‘2-m” en a long 

ire, the a~s~~~ will not change. Questi 3 will be covered by other general questions 
viated qu~sti~~ai~~ such as Have yo d any new medical pr~b~~~s~ diagnosis, or 

This se~tiQ~ requires a face-to-face i~te~i~w at the time of first use for each donor, or a 
uterized ~~tera~t~ve donar interview program that includes an audio ~~~~~~e~t. TXxe task. 

ests re~~~s~de~ati~~ of this r~~u~r~~e~t. The task fm--ce is aware that ssme fa~~~it~es 
t face-tu-face interviews with donors, but permit them to read and answer the 
then follow up cm any donor ~uest~~~s or answers t fished ~~f~r~ati~~ 

or expl~atjo~. We believe that this ~~thod~l~gy is acceptable, espe for those ~nd~v~dua~s 
who understand written c~~~un~~at~~~ mme easily than aral ~~~~u~i~ati~n. This would be 
true not only for deaf individuals, but for much ef the p~pu~ati~~. If emphasis of these qu~st~~~s 
is the roasts for this requirement, the draft guidance should explain that and permit methods 
other than face-to-face interviews. 



Sincerely, 

Joy L. Fridey, M 



A ICAN 
ASSQ~IA~ION 

5630 Fishers Lane, Room X061 
~~~kvi~~e, MD 20852 

Dear Dcxket Officer: 

The A~~ri~a~ Ass~c~ati~~ of Blood Banks (AARON task force on the Circular of ~~f~~~ati~~ for 
nts is composed of representat‘ of the bfood 

merica’s Blood Centers (ARC)* task force prepared the 
most recent version of the Circular and is currently drafting the next version. This Circular is 
used by the entire blood banking commwnity. 

The task force appreciates the opp nity to co~~~nt on the labeling 
of the draft “guidance for industry evised Preventive Measures to R ce the PQss~ble 
‘~ra~s~~ss~u~ of C~~utzf~ldt-caky ease (CJD) and Varimt Creutzf~~dt-~akQb Disease (vCJf)) 

loud Products.” The gu~d~c~ st beling to address the the~~~t~ca~ 
ion of CID and vC3D for who1 ood ~~~p~~e~ts intended for 

transfusion should ear in the Circular under “Side Effects and Hazards.” The fol~~w~~g 
cmrent Circular (August 2~~~~ under “Notice to All Users”. 

“~~~~~~~: ~e~a~se wkolre blmd aFzd bhd ~~~~~~e~ts are ~ade~~~ ~~~a~ ~~~~d, they may 
carry a risk ~~t~a~s~~tt~ng ~n~~~t~u~s agents1 eg viruses, and t~e~~~ti~a~~~ the C~e~tz~~~dt-,~ak~~ 
~~isease ~CJ~) agent. ‘I’ The task force b&eves that this language meets the intent of the draft 
guida~~~~ Because the drafi guidance makes a clear d~sti~Gti~~ between CJD and vCJB, the task 
force believes that both CSD md vC.JD should be mentioned in the warning. We suggest the 
f~l~~wi~g wording: 

Since the risk of CJD and vCJD transmission y blood transfusion is considered TV be theoretical, 
efieves that it is more apprQpriat~ to place the warning in the section titled 

“Nc3tice to all Users.” 



The task furce requests that the gsidanoe be changed to use iax;s language irr the current 
Circulflzr as ~~d~~ed above, and to place that language in the ~~ct~~~ of the Circuliar titled 
‘“Notice to aH Users,” 


